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DETAILED ACTION 

Election Acknowledged 

1. Applicants' election without traverse the invention of Group I encompassing claims 1-15 
received on September 28, 2007 is acknowledged. The restriction is made final without traverse. 
Therefore, the restriction requirement is deemed to be proper and made final. 

2. Claims 5-12 are withdrawn from further consideration pursuant to 37 CFR 1 .142(b) as 
being drawn to a nonelected species, there being no allowable generic or linking claim. The 
elected species was specifically the species of fullerene wherein the compound had the generic 
formula C6o( > C(COOH)2)3, wherein the three >C(COOH) 2 moieties are in the C3 conformation. 
Claims 5-12 do not read on the elected species. For example claim 5 recites a substituted 
fullerene which comprises C6o and 2 >CX*X 2 groups. The elected species requires three and thus 
does not read on the elected species. 

Claim Rejections - 35 USC § 112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

4. Claims 1-4 and 13-15 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for the compound 
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, but does not reasonably provide enablement for all substituted 
fullerenes listed in groups (i) - (iv). The specification does not enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the invention 
commensurate in scope with these claims. 

5. There are several guidelines when determining if the specification of an application 
allows the skilled artisan to practice the invention without undue experimentation. The factors to 
be considered in determining what constitutes undue experimentation were affirmed by the court 
In re Wands (8 USPQ2d 1400 (FACF 1986)). These factors are the quantity of experimentation; 
the amount of direction or guidance presented in the specification; the presence or absence of 
working examples; the nature of the invention; the sate of the prior art; the level of skill of those 
in the art; predictability or unpredictability of the art; and the breadth of the claims. 

6. The claims of the instant invention are drawn to a method of ameliorating a 
dermatological condition such as acne, psoriasis and aging in the skin of a mammal comprising 
administering a substituted fullerene. These claims are quite broad and there is insufficient 
evidence to support the claims that the instant composition is actually capable of ameliorating 
such dermatological conditions. 

7. The skilled artisan would view the treatment and amelioration of said dermatological 
conditions as unpredictable and dependent upon many complex chemical and biological factors. 
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The current state of the art exemplifies as much. Weinert et al. (J. Applied Physiology, 2003, 95, 
1706-1 716) states that the currently many theories which may adequately describe some or all 
features of the normal aging process which include molecular, evolutionary, and cellular 
theories. It is stated that the ultimate causes of aging is complex and remains largely unknown 
(see page 1713, column 2, second paragraph). 

8. Most importantly, in the instant case, sufficient representative data is not present to 
support the claim that the method of using substituted fullerenes to ameliorate a skin condition. 
It is noted that Applicant defines ameliorate to encompass prevention and treatment of a skin 
condition; neither of which is supported by the disclosure. The application puts forth Fig. 1 and 
Fig. 1 1 A-l 1H (Example 1 and Example 2, respectively) as evidence to support the instant 
claims. However, the data provided is insufficient because it does not demonstrate the ability to 
treat or prevent said skin conditions at all. It is impossible to determine anything from Fig. 1 as 
the figure is blacked out and the data present in Fig. 1 1 A-l 1H is drawn to a chemical assay 
involving free radical inactivation that has nothing to do with the amelioration of a skin 
condition. Assuming that the image of Fig. 1 was clear, the mere presentation of only one 
treatment result would not lend any support to the efficacy of the method. Specific and multiple 
working examples are critical in cases involving unpredictable and underdeveloped art. See 
MPEP 2164. The evidence provided is not commensurate in scope with the claimed invention 
and does not critically demonstrate that the claimed properties of the claimed method. 

9. Therefore, in view of the Wands factors, i.e. the amount of guidance and data present, 
absence of working examples and the unpredictability of the art as discussed above, to practice 
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the claimed invention herein, a person in the art would have to engage in undue experimentation 
with no assurance of success. 

Claim Rejections - 35 USC §102 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

11. Claims 1-4 and 15 are rejected under 35 U.S.C. 102(b) as being anticipated by Fumelli et 
al. (Society for Investigative Dermatology, 2000, 1 15:5, 835-841). 

12. The claims of the instant application are drawn to a method for ameliorating a 
dermatological skin condition such as aging and psoriasis in the skin of a mammal with a 
substituted fullerene wherein the fullerene comprises 60 to 70 carbons and is in the C3 
orientation. The fullerene of the composition is of the following structure 




13. Fumelli et al. ('Fumelli) is drawn to the composition and method of using 
carboxyfullerenes (CF) having the above structure for the protection of human keratinocytes 
from ultraviolet-B (UV-B) induced apoptosis. UV radiation is a major source of biological 
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damage to the skin as UV radiation is believed to create oxygen free-radicals (see page 835, 
column 2, second paragraph). Fumelli discloses that a method of using a C3 form of CF, 
specifically that of e,e,e-C63(COOH)6 as being useful in protection of human keratinocytes (see 
page 836, column 1, Figure 1). On page 838, column 2 under C CF protect human keratinocytes 
from apoptosis 5 it is stated it is stated that a significant and dose-dependent reduction of 
apoptotic keratinocytes in CF-pretreated cells compared to cells treated with diluent was 
observed. The data presented in the paper indicated that CF protects keratinocytes from UV-B 
induced apoptosis via an antioxidant mechanism involving mitochondria and the generation of 
reactive oxygen species (see page 840, column 2, second paragraph). 

Conclusion 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kyle A. Purdy whose telephone number is 571-270-3504. The 
examiner can normally be reached from 9AM to 5PM. 

15. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisors, Ardin Marschel and Cecilia Tsang, can be reached on 571-272-0718 or 571-272- 
0562, respectively. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

16. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
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system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-2 1 7-9 1 97 (toll-free). . 

/Kyle A. Purdy/ 
Examiner, Art Unit 4 173 




..■•V 

ivi, patent Esau**! 



